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DETAILED ACTION 

t 

The receipt is acknowledged of applicants' request for RCE, IDS, and 
amendment, all filed 12/19/2006. 

Claims 1-20 have been pending, and claim 21 has been added. 

Claims 1-21 are pending and included in the prosecution. 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/19/2006 has been entered. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the* treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
3,491 ,070 ('070). 

The present claim is interpreted as require polymer prepared from monomer 
selected form the group consisting of monomers selected from the group consisting of: 
alkyl acrylate, alkyl methacrylate monomer and polymerizable non-cyclic nitrogen- 
containing monomer. Further the claims require 50-98% alkyl acrylate monomers 
and/or alkyl methacrylate monomers. 

US '070 disclosed excellent pressure sensitive adhesive with good tack obtained 
by the combination of monomers to form polymers consisting of 80-96% of 2-ethylhexyl 
acrylate and 2.0-19% of octyl acrylamide to create a polymer combination that is 
synergistic in nature (col.1 , lines 52-60). The Tg as claimed by claim 4 is inherent for 
specific polymer. 

4. Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
4,988,567 ('567). 

The present claim 1 is interpreted as require polymer prepared from monomer 
selected form the group consisting of monomers selected from the group consisting of: 
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alkyl acrylate, alkyl methacrylate monomer and polymerizable non-cyclic nitrogen- 
containing monomer. Further the claims require 50-98% alkyl acrylate monomers 
and/or alkyl methacrylate monomers. 

US '567 disclosed polymer formed of at least 70 % of alkyl acrylate such as 2-ethylhexyl 
acrylate and up to 30% of octyl acrylamide (col. 5, lines 19-55). The Tg as claimed by 
claim 4 is inherent for specific polymer. 

5. Claims 1-7, 18, 19 are rejected under 35 U.S.C. 102(b) as being anticipated by 
US 5,391 ,406 ('406). 

The present claim 1 is interpreted as require polymer prepared from monomer 
selected form the group consisting of monomers selected from the group consisting of: 
alkyl acrylate, alkyl methacrylate monomer and polymerizable non-cyclic nitrogen- 
containing monomer. Further the claims require 50-98% alkyl acrylate monomers 
and/or alkyl methacrylate monomers. 

US '406 disclosed polymer composition that remain stable during processing and 
after coating on a substrate made of polymerizing 80% 2-ethylhexyl acrylate and up to 
20% of vinyl monomer including t-octyl acrylamide (col. 2, lines 47-50, 64-68; col. 3, lines 
42-60). The polymer has Tg in the rage of -60° C to +5° C (col.3, lines 3-10). The 
acrylate monomer may further contain other acrylate monomers such as methyl acrylate 
that are not tacky or pressure sensitive (col.3, lines 61-68; col. 6, lines 46-52; col.1 1 , 
lines 25-40; col. 12, lines 22-27). 
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6. Claims 1-6, 8-17 and 21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by WO 96/08229 ('229). 

The present claims 1 and 12 interpreted as require polymer prepared from 
monomer selected form the group consisting of monomers selected from the group 
consisting of: alkyl acrylate, alkyl methacrylate monomer and polymerizable non-cyclic 
nitrogen-containing monomer. Further the claims require 50-98% alkyl acrylate 
monomers and/or alkyl methacrylate monomers. 

WO '229 disclosed pressure sensitive adhesive composition comprising acrylic 
polymer comprising 40-95% of one or more A monomers selected from the group 
consisting of alkyl acrylates having 4-10 carbon atoms and alkyl methacrylates having 
4-10 carbon atoms, and up to 60% of one or more B monomers (page 2, lines 5-23). 
The preparations disclosed by WO '229 all contain the optional B monomer such as 
vinyl acetate and dimethylacrylamide. Preferred A monomers include 2-ethylhexyl 
acrylate, n-butyl acrylate, and methyl methacrylate (page 4, lines 3-14). B monomers 
include substituted acrylamide, methacrylonitrile, and vinyl acetate, which read on 
polymerizable non-cyclic nitrogen-containing monomer (page 4, lines 25-27; page 5, 
lines 7-12). Additionally, the macromonomer disclosed by WO '299 read on both alkyl 
acrylate and/or alkyl methacrylate instantly claimed. WO '229 on page 8, lines 15-19, 
gave examples of the macromonomers as those disclosed by US '4,732,808, and by 
careful review of that patent it became apparent that such macromonomers contain 
from 4-12 carbon atoms, col. 5, lines 28-33. Therefore, the macromonomers disclosed 
by WO '229 contain up to 18 carbon atoms as evidenced by US '808. Applicants 1 
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polymer as claimed can contain both alkyl acrylate and/or alkyl methacrylate, and WO 
'229 disclosed monomer A is alkyl acrylate and the macromonomer is alkyl 
methacrylate. On page 18, lines 1-5, WO '229 disclosed copolymer preparation of alkyl 
acrylate: dimethylacrylamide: polymethacrylate at a ratio of 50:40:10, i.e. total amount of 
alkyl acrylate and alkyl methacrylate together is 60% and the amount of non-cyclic 
nitrogen containing monomer is 40%. On page 18, lines 14-17, WO '229 disclosed 
same preparation of alkyl acrylate: dimethylacrylamide: polymethacrylate but at a ratio 
63:27:10, i.e. total amount of alkyl acrylate and alkyl methacrylate together is 73% and 
the amount of non-cyclic nitrogen containing monomer is 27%. The preparation on page 
22 of WO '229, lines 15-18 is alkyl acrylate: vinyl acetate: polymethacrylate at a ratio of 
58:37:5, i.e. total amount of alkyl acrylate and alkyl methacrylate together is 63% and 
the amount of non-cyclic nitrogen containing monomer is 37%. On page 23, lines 14-17, 
WO '229 disclosed same preparation of alkyl acrylate: vinyl acetate: polymethacrylate at ^ 
a ratio of 53:37:10, i.e. total amount of alkyl acrylate and alkyl methacrylate together is 
63% and the amount of non-cyclic nitrogen containing monomer is 37%. Therefore, WO 
'229 disclosed the claimed polymer formed of the same monomers at ranges within the 
claimed ranges. WO '229 meets the limitation of claims 1-6 and 8-17. The polymer 
composition as disclosed by WO '229 is used to form matrices for transdermal drug 
delivery device (page 2, lines 5-13; page 3, lines 29-30). The transdermal device 
comprises a backing layer, a matrix layer comprising the polymer composition and a 
therapeutic active agent, and a release liner (page 2, line 6; page 13, line 22; page 14, 
lines 16-17, 26). WO '229 further contemplates various drugs for delivery by the device 
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including analgesics such as fentanyl (page 12, line 28). The pressure sensitive 
adhesive has a glass transition temperature of-10°C (page 1 1 , lines 4-5). The 
reference does not teach any cross-linking agent in the polymer composition or any 
functional groups containing reactive hydrogen. 

Response to Arguments 

7. Applicant's arguments filed 12/19/2006 have been fully considered but they are 
not persuasive. Applicants traverse the anticipatory rejection of claims 1-6 and 8-17 
over WO 229 by arguing that the reference does not anticipated the claims because the 
claims as amended require that both alkyl acrylate and alkyl methacrylate have up to 18 
carbon atoms. 

In response to this argument, it is argued that the A monomer and the 
macromonomer disclosed by WO '299 read on the alkyl acrylate and/or alkyl 
methacrylate instantly claimed, and B polymer reads on the non-cyclic nitrogen 
containing polymer. Applicants* polymer as claimed can contain both alkyl acrylate 
and/or alkyl methacrylate, and WO '229 disclosed monomer A is alkyl acrylate and the 
macromonomer is alkyl methacrylate. The macromonomer disclosed by WO '299 read 
on both alkyl acrylate and/or alkyl methacrylate instantly claimed. WO '229 on page 8, 
lines 15-19, gave examples of the macromonomers as those disclosed by US 
'4,732,808, and by careful review of that patent it became apparent that such 
macromonomers contain from 4-12 carbon atoms, col. 5, lines 28-33. Therefore, the 
macromonomers disclosed by WO '229 contain up to 18 carbon atoms as evidenced by 
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US '808. In any event, applicants 1 attention is drawn to the claims language that 
requires polymer prepared from monomers selected from the group consisting of: alkyl 
acrylate, alkyl methacrylate monomer and polymerizable non-cyclic nitrogen-containing 
monomer. Therefore, the claims can be polymer on any one of the above 3 monomer. 
Further, the claims recite the polymer comprises 50-98% of alkyl acrylate monomers 
and/or alkyl methacrylate monomers. Therefore, the claims language does not require 
both alkyl acrylate monomers and alkyl methacrylate monomers. 

8. Claims 1-11, and 14 are rejected under 35 U.S.C. 102(e) as being anticipated by 
US 6,077,527 ('527). 

The present claim interpreted as require polymer prepared from monomer 
selected form the group consisting of monomers selected from the group consisting of: 
alkyl acrylate, alkyl methacrylate monomer and polymerizable non-cyclic nitrogen- 
containing monomer. Further the claims require 50-98% alkyl acrylate monomers 
and/or alkyl methacrylate monomers. 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1 .132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131. 
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US '527 disclosed a pressure sensitive adhesive composition for use in 
transdermal drug delivery devices comprising at least 40% by weight of alkyl acrylate 
including n-butyl and 2-ethylhexyl acrylate, and 10-60% by weight of substituted 
acrylamide or methacrylamide including t-octyl acrylamide (abstract; col. 2, lines 45-60; 
col. 3, lines 60-67; col.4, lines 8-16). The Tg of the composition is calculated by the 
examiner to be below 10°C. The reference does not disclose any reactive groups after 
the cross-linking. 

Response to Arguments 

9. Applicant's arguments filed 12/19/2006 have been fully considered but they are 
not persuasive. Applicants traverse the anticipatory rejection of claims 1-1 1 and 14 over 
US '527 (Tan's reference) by arguing that US '527 does not disclose any acrylic 
polymer that contains only alkyl (meth) acrylate monomers and polymerizable non-cyclic 
nitrogen-containing monomer. 

In response to this argument, applicants' attention is drawn to the claims 
language that requires polymer prepared from monomers selected from the group 
consisting of: alkyl acrylate, alkyl methacrylate monomer and polymerizable non-cyclic 
nitrogen-containing monomer. Therefore, the claims can be polymer of any one of the 
above 3 monomer. Further, the claims recite the polymer comprises 50-98% of alkyl 
acrylate monomers and/or alkyl methacrylate monomers. Therefore, the claims 
language does not exclude other polymers. 
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Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

12. Claims 7 are rejected under 35 U.S.C. 103(a) as being obvious over WO 
96/08229 ('229) in view of US '070. 

The teachings of WO '229 and US '070 are discussed above. 

WO '229 does not teach the specific octyl acrylamide claimed in claims 7, which 
is taught by US '070 to have a good tack when combined with 2-ethylhexyl acrylate 
creates a polymer combination that is synergistic in nature. 
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Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to deliver polymer adhesive composition made of alkyl acrylate 
monomer and acrylamide monomer as disclosed by WO '229, and replace the 
acrylamide monomer with octyl acrylamide disclosed by US '070, motivated by the 
teaching of US '070 that the combination of alkyl acrylate and octyl acrylamide has a 
good tack and creates a polymer combination that is synergistic in nature, with 
reasonable expectation of having polymer adhesive composition made of alkyl acrylate 
monomer and octyl acrylamide monomer that has good tack and synergistic adhesive 
nature. 

13. Claims 18 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over WO '229 in view of US 5,458,885 ('885). 

The teachings of WO '229 are discussed above. 

However, WO '229 does not teach the acrylate polymer comprises 2-ethylhexyl 
acrylate and methyl acrylate as required by claims 18 and 20. 

US '885 teaches transdermal system comprising polymer made of methyl 
acrylate and 2-ethylhexyl acrylate wherein the polymer is suitable to deliver basic active 
agents and their salts including analgesics (col.2, lines 43-55; col. 3, lines 3-9, 64-67; 
col.4, lines 1-50; col.6, lines 37, 50-60; col. 7, lines 1-9). 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to deliver polymer adhesive composition made of alkyl acrylate 
monomer and acrylamide monomer as disclosed by WO '229, and replace the acrylate 
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monomer with polymer made of methyl acrylate and 2-ethylhexyl acrylate as disclosed 
by US '885, motivated by the teaching of US '885 that such a polymer is suitable to 
deliver basic active agents and their salts including analgesics, with reasonable 
expectation of having polymer adhesive composition made of alkyl acrylate monomer 
made of 2-ethylhexyl acrylate and methyl acrylate and acrylamide monomer wherein the 
polymer provides successful delivery to basic therapeutic agents including analgesics. 

14. Claims 19 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over WO '229 in view of US '885 and further in view of US '070. 

The combined teaching of WO '229 and US '885 are discussed above. 

However, the combined teaching of the references does not teach octyl- 
acrylamide that is taught by US '070. 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to provide polymer adhesive composition made of alkyl acrylate 
monomer made of 2-ethylhexyl acrylate and methyl acrylate and acrylamide monomer 
as taught by the combined teaching of WO '229 and US '885, and replace the 
acrylamide with octyl acrylamide as taught by US '070, motivated by the teaching of US 
'070 that the combination of alkyl acrylate and octyl acrylamide has a good tack and 
creates a polymer combination that is synergistic in nature, with reasonable expectation 
of having polymer adhesive composition made of alkyl acrylate monomer comprising 2- 
ethylhexyl acrylate and methyl acrylate, and octyl acrylamide monomer that has good 
tack and synergistic adhesive nature. 
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1 5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Isis A. Ghali whose telephone number is (571) 272- 
0595. The examiner can normally be reached on Monday-Thursday, 7:00 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is (571 )- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Isis A Ghali 
Primary Examiner 
Art Unit 1615 
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ISIS GHALI 
PRIMARY EXAMINER 



